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Dear Mr. Alosio, 

During an inspection of your manufacturing facility located in Lake Forest, California, 
conducted between September 4 and 9, 2002, and on November 11, 2002, our 
investigator documented that you are manufacturing animal products including 
Arthramine Advanced, Arthramine Plus, Anti-Gas, Champ Chewable Nutritional 
Pebbles, Calmative, Dermaplex, and Dermasol spray/gel. These products are unapproved 
new animal drugs. Because these products are not approved under a New Animal Drug 
Application, they are unsafe under Section 512 of the Federal Food, Drug, and Cosmetic 
Act (the Act) and adulterated under Section 501(a)(5) of the Act. 

Under Section 201(g) of the Act, any article “intended for use in the diagnosis, cure, 
mitigation, treatment, or prevention of disease in man or other animals” or “intended to 
affect the structure or any function of the body of man or other animals” is regarded as a 
“drug.” The following statements are examples of the drug claims that appear on the 
labeling and/or promotional materials (including your web site) for these products: 
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Arthram ine Advanced: “aids in the relief of joint stiffness, osteoarthritis, pain and 
inflammation”; “dissolves and elim inates cellular debris that causes pain and swelling”; 
“helps reduce pain, stiffness and swelling due to inflam rnation”; “aids in reduction of 
symptoms of arthritis.” 

Arthrarnine Plus: “reverses damaging effects of stress and age to joints”; “helps to reduce 
inflammation and joint pain”; “dissolves and elim inates cellular debris that causes pain 
and swelling”; “blocks initial stages of inflammation”; “more effective than aspirin at 
relieving pain”; “natural pain relief.” 

Anti-Gas: “helps reduce.. , bowel discomfort.” 

Champ Chewable Nutritional Pebbles: “builds and repairs tissues”; “helps reduce pain, 
stiffness, and swelling.” 

Calmative: “reduces stress”; “calms ‘high energy’ pets”; “reduces nervousness”; “helps 
lower stress. . . and separation anxiety.” 

Derrnaplex: “elim inates . . . irritated skin.” 

Derrnasol spray/gel: “aids in the elim ination of hot spots (moist eczema) and inflamed 
skin caused by chronic licking, scratching, and chewing, flea and insect bites.” 

Because the labeling and promotional materials for these products include statements 
which represent and suggest that the products are intended to be used in the cure, 
m itigation, treatment or prevention of disease, or are intended to affect the structure or 
function of animals, these products are drugs within the meaning of Section 201(g) of the 
Act. 

Unless a drug is generally recognized by qualified experts as safe and effective for its 
intended uses, it is a “new animal drug” under Section 201(v) of the Act. We have no 
evidence that these products are generalIy recognized as safe and effective; therefore, 
they are new animal drugs. A  new animal drug may not be legally marketed unless it is 
the subject of an Approved New Animal Drug Application (NADA). NADAs may be 
approved on the basis of adequate scientific data which the applicant submits as evidence 
of the safety and effectiveness of the product. 
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T h e s e  p r o d u c ts a re  u n s a fe  u n d e r  S e c tio n  512(a)( l )  o f th e  A c t b e c a u s e  th e y  a re  n e w  
an ima l  d rugs  fo r  wh ich  your  firm  d o e s  n o t h a v e  a n  a p p r o v e d  appl icat ion.  B e c a u s e  th e y  
a re  u n s a fe  u n d e r  S e c tio n  5 1 2  o f th e  A c t, th e y  a re  a lso  a d u l te ra ted  u n d e r  S e c tio n  501(a) (5 )  
o f th e  A c t. 

T h e  a b o v e  is n o t i n tended  to  b e  a n  a l l - inc lus ive list o f v io lat ions.  A s  a  m a n u facturer  o f 
veter inary  drugs,  y o u  a re  respons ib le  fo r  assur ing  th a t your  overa l l  o p e r a tio n s  a n d  th e  
p r o d u c ts y o u  m a n u fac ture  a n d  distr ibute a re  in  comp l i ance  wi th th e  law. Y o u  shou ld  
ta k e  p r o m p t ac t ion to  correct’th e s e  v io la t ions a n d  to  es tab l ish  p rocedures  to  p r e v e n t the i r  
recurrence.  Fa i lu re  to  p r o m p tly correct  th e s e  v io la t ions m a y  resul t  in  regu la tory  ac t ion 
wi thout  fur ther  n o tice, such  as  se izure  a n d /or  in junct ion.  

Y o u  shou ld  n o tify th is  o ffice in  wr i t ing wi th in fifte e n  (15)  work ing  days  o f receipt  o f th is  
letter, o f th e  speci f ic  s teps y o u  h a v e  ta k e n  to  correct  th e  n o te d  v io lat ions,  inc lud ing  a n  
e x p l a n a tio n  o f e a c h  s tep b e i n g  ta k e n  to  p r e v e n t th e  recur rence  o f s imi lar  v io lat ions.  If 
correct ive ac t ion c a n n o t b e  c o m p l e te d  wi th in fifte e n  (15)  work ing  days,  state th e  r e a s o n  
fo r  th e  de lay  a n d  th e  tim e  wi th in wh ich  th e  correct ions wi l l  b e  c o m p l e te d . A lso inc lude  
cop ies  o f a n y  ava i lab le  d o c u m e n ta tio n  d e m o n s trat ing th a t correct ions h a v e  b e e n  m a d e . If 
y o u  h a v e  a n y  q u e s tio n s  or  n e e d  clar i f icat ion regard ing  th is  letter pr ior  to  your  wri t ten 
response ,  y o u  m a y  c o n tact  B a r b a r a  R incon,  C o m p l i a n c e  O fficer a t te l e p h o n e  n u m b e r  
(949)  7 9 8 - 7 7 3 9 . 

Y o u r  rep ly  shou ld  b e  d i rec ted to : 

M a r y L y n n  D a toc  
A c tin g  Director,  C o m p l i a n c e  B ranch  
U .S . F o o d  &  D r u g  A d m inistrat ion 
1 9 9 0 0  M a c A r thu r  B lvd., S te . 3 0 0  
Irvine, C A  9 2 6 1 2  

S incerely ,  

District Director  


